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Status 

1 )KI Responsive to communication(s) filed on 19 June 2008 . 
2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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5) D Claim(s) is/are allowed. 
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DETAILED ACTION 

Priority 

1 . For the record, claims 4, 7, 1 7 and 22 claim subject matter that does not have 
support in the parent case (09/860,744), therefore they will not receive the benefit of the 
earlier filing date. 

Drawings 

2. The drawings are objected to because: new Figure 2 filed on 1 1/19/07 does not 
clearly depict the main guidewire lumen with element 35. Additionally, with respect to 
Figure 2, examiner requests clarification as to whether the distal shaft is attached only 
at the bond area 23 in this figure or whether the shaft is attached along the length of the 
inflation tube. The drawing is unclear. 

3. The specification states that Fig. 2 illustrates "Bond portion 24 is a three-way 
bond, connecting one portion of tubing (inflation tube 22) on the proximal end of bond 
portion 24 and two portions of tubing (inflation tube 22 and a distal shaft 26) on the 
distal end of bond portion 24," as is claimed in claim 28. However it is unclear what in 
figure 2 delineates the bond. There is no showing of a proximal end of a bond portion or 
a distal end of a bond portion. 

4. It is unclear in Figure 4 where the bond between the distal shaft and the inflation 
tube occurs. If the drawing is depicting the claimed invention that the distal shaft is 
bonded "only" at the bond, then the bond needs to be completed with a line between the 
distal shaft and the inflation shaft. 
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Corrected drawing sheets in compliance with 37 CFR 1 .121(d) are required in reply to 
the Office action to avoid abandonment of the application. Any amended replacement 
drawing sheet should include all of the figures appearing on the immediate prior version 
of the sheet, even if only one figure is being amended. The figure or figure number of an 
amended drawing should not be labeled as "amended." If a drawing figure is to be 
canceled, the appropriate figure must be removed from the replacement sheet, and 
where necessary, the remaining figures must be renumbered and appropriate changes 
made to the brief description of the several views of the drawings for consistency. 
Additional replacement sheets may be necessary to show the renumbering of the 
remaining figures. Each drawing sheet submitted after the filing date of an application 
must be labeled in the top margin as either "Replacement Sheet" or "New Sheet" 
pursuant to 37 CFR 1.121 (d). If the changes are not accepted by the examiner, the 
applicant will be notified and informed of any required corrective action in the next Office 
action. The objection to the drawings will not be held in abeyance. 

Claim Rejections - 35 USC §112 

5. Claims 16 and 17 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. Claims 16 and 17 require that the first tube is 
attached to the second tube external of the three way bond and along an entire length 
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of the second tube. However claim 13 from which they depend claim that the first and 
second tubes are bonded "only" at the three-way bond. There is no disclosure that 
explains how both of these limitations can exist in the same embodiment. 

6. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. Claims 16 and 17 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. It is unclear how a catheter can have both the first 
and second tube bonded "only" at the three way bond and have both the first and 
second tube attached external of the three-way bond. For the purposes of examination 
of claims 1 6 and 1 7, the limitation "only at the three way bond" will be interpreted as 
only near the three way bond. It is further unclear how the first tube is attached to the 
second tube along an entire length of the second tube when the second tube extends 
though the length of the balloon as depicted by the guidewire (36) in figures 5a-6b. 

8. Claims 1 3-23 are rejected under 35 U.S.C. 1 1 2, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. It is unclear how the proximal tube is "terminated at 
a distal open end" that is "coupled to the proximal open end of the first tube ... and the 
second tube". The embodiment in figure 2 shows a proximal tube (22) that does not 
have an open distal end at the bond (24) but rather is enclosed. It also shows that the 
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proximal tube (22) extends beyond the bond portion to become one of the distal tubes 
(22). 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

9. Claims 1 , 3, 4, 1 3, 1 4, 1 6, 1 7, 1 9, 21 , 22, 28 and 29 are rejected under 35 
U.S.C. 102(b) as being anticipated by Ischinger (WO 99/03426). 

1 0. Ischinger discloses a catheter comprising: a proximal tube terminated at a distal 
open end; a assembly comprising a first tube (channel having main guidewire lumen) 
terminated at a proximal open end (main exit port) and a second tube (branch guidewire 
enclosure) terminated at a proximal open end (branch exit port), wherein said first tube 
is configured to receive a first guidewire and said second tube is configured to receive a 
second guidewire; and a three-way bond coupling the distal open end of the proximal 
tube to said proximal open end of said first tube and to said proximal open end of said 
second tube; wherein the second tube of the distal assembly is bonded to the first distal 
tube only at (near) the three-way bond. The main exit port is located at a distance from 
the distal end that is substantially equal to the distance of the branch exit port from the 
distal end. The distance is less than a distance from the distal to the proximal end of the 
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catheter and greater than a distance from the distal end of the catheter to the proximal 
end of the stent. The proximal end of the bond connects to the distal end of the 
proximal tube and the distal end of the bond connects to the proximal open end of the 
first distal tube and the proximal open end of the second distal tube. The second distal 
tube is detached from the first distal tube outside of the bond (where the second distal 
tube is attached to the balloon - see below). There is a balloon and inflation lumen. The 
first tube is attached to the second tube external of the three way bond (between the 
bond and the balloon - see below) and along an entire length of the second tube (Fig. 
1 D). The three way bond is a predetermined distance and the proximal tube connects to 
the three way bond at a location spaced from the distal portion connecting to the three 
way bond (see below). The guidewires exit at the three way bond. 

Second distal 




Claim Rejections - 35 USC § 103 

1 1 . Claims 2, 1 5 and 31 rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Ischinger in view of Wilson (EP 0 897 700). 
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12. Ischinger discloses the claimed invention as stated above except for a stent 
having a side opening and the branch guidewire enclosure positioned through the side 
opening. Rather Ishcinger discloses that the branch guidewire enclosure is proximal of 
the stent in order to position side branch stents with oblique ends. Wilson discloses a 
similar invention to Ishcinger where the side branch enclosure is proximal of the stent 
for positioning the stent in a side branch (Fig. 1 1D). Wilson also discloses embodiments 
where the side branch enclosure extends through a stent having a sidewall opening for 
placing a main branch stent across a side branch opening (Fig. 12a-12c). It would have 
been obvious to one having ordinary skill in the art at the time of the invention to modify 
the invention of Ischinger to have a side branch enclosure that extends through a side 
opening of the stent in order to provide for the delivery of a main branch stent. If a 
technique has been used to improve one device, and a person of ordinary skill in the art 
would recognize that it would improve similar devices in the same way, applying the 
technique to a similar device would have been obvious. 

13. Claims 5, 8, 20 and 23 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Ischinger. 

14. Ishcinger discloses the claimed invention as stated above except for the 
dimensions locating the exit openings and the length of the guidewire. At the time the 
invention was made, it would have been obvious to a person of ordinary skill in the art to 
vary the size of the catheter and therefore the location of the exit ports and length of the 
guidewire depending on the size and location of the lumen in which it would be used. 
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For instance catheter used on an infant would be significantly smaller than that used on 
a large adult. Additionally, a catheter that is being delivered to the aorta will be larger 
than one that is being delivered to the brain. Such a modification would have involved a 
mere change in the size of a component, and a change in size is generally recognized 
as being within the level of ordinary skill in the art. In re Rose, 105 USPQ 237 (CCPA 
1955). 



Response to Arguments 

Applicant's arguments filed 06/19/08 have been fully considered but they are not 
persuasive. As noted above, the terminology "at" in the limitation "only at the three way 
bond" or "only at said branch exit port" is broadly being interpreted as near. Claims in a 
pending application should be given their broadest reasonable interpretation consistent 
with the specification. The words of the claim must be given their plain meaning unless 
applicant has provided a clear definition in the specification. See MPEP Chapter 2111. 

Conclusion 

15. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ELIZABETH HOUSTON whose telephone number is 
(571)272-7134. The examiner can normally be reached on M-F 9:00-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on 571-272-4713. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 



Application/Control Number: 10/670,168 Page 10 

Art Unit: 3731 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

IE. H./ 

Examiner, Art Unit 3731 



/Todd E Manahan/ 

Supervisory Patent Examiner, Art Unit 3731 



